
5. 510(k) SUMMARY 

Applicant Information: 

Date Prepared: January 31,2006 
Applicant: Immucor, Inc. 
Address: 31 30 Gateway Drive 

Norcross, Georgia 30071 
U.S. License No.: 886 

Contact Person: 	 J. Scott Webber 
Vice President Regulatory Affairs 
Telephone: (770) 441 -2051 
FAX: (770) 242-8930 

Device Information: 


Device Name: GalileoB 

Common Name: Automated Blood Bank Analyzer 

Classification: 21 CFR 864.91 75, Class II (BK040013) 

Classification Name: Automated blood grouping and antibody test system 


Predicate Devices: 

Olympus PK 7200, Software Version 3.7 (BK930024) 


Device Description and Intended Use 

-The Galileo is a microprocessor-controlled instrument designed to fully automate 

immunohematology in vitro diagnostic testing of human blood. The Galileo automates 

test processing, result interpretation and data management functions. The Galileo is 

designed to automate standard immunohematology assays using a microplate-based 

platform. Assays include ABO grouping and Rh (D) typing, detectionlidentificationof IgG 

red blood cell antibodies, compatibility testing and infectious disease screening such as 

syphilis and cytomegalovirus (CMV). This 51 0(k) summary applies to use of the 

Capture-S screening assay using the Galileo instrument. 


The Galileo is a closed system intended for use only with the reagents specified in the 

Galileo Operator Manual. 
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All of Galilee's functions are fully automated, including: sample and reagent handling, 
pipetting, incubation, washing, shaking, centrifugation, reading and interpretation of 
results. Automated process controls and error detection mechanisms significantly reduce 
or eliminate opportunities for user error and invalidate suspect results. 

Comparison to Predicate Devices: 
A comparison between Galileo and predicate devices is presented in the table below. 
The devices are compared based on technological characteristics and intended use. 

. . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . .  . .. 
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I 
Technical Characteristics -1-1 

,L 	 . L A - . 

number- - - and -. - - --- --- -- - .- -expiration date - -
-PK72007II 	 Manual entry of sample or reagent I X I I 

barcode requiring double blind- 


- -  - - - - - -  I 

I Acceptable reagent vial size r G i x G i P 7 

1 1 mL
5~.--j 1 
jl Sample and reagent volume 1-rn 
' I verification at aspiration - _ .__-I- _I-__ - _
I 	Programmed to track volume or X 7 


be loaded on instrument. When 

empty instrument switches to 


agitation
I - _ - _  - I I 
I Walk---- -away - - capability - testing 
 - I T  

-
Instrument will discontinue 


is full 
 I 
temperatl- re are monitored 

verification discrepancy prior to 

information systems 
.- ..-- - - .- --- --
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Summary of Clinical Tests 

Comparison of the test results by the Galileo method to the reference method was 
performedfor the Capture-Sscreening assay. The results of the clinical validation 
support the conclusion that the Galileo blood bank analyzer is safe and effective for 
the automated execution of the lmmucor Capture-S assay. The results-ofthe clinical 
studies demonstrated that end users, with proper training, could use the Galileo to 
perform the in vitro diagnostic test defined for Galileo and that the testing with 
specified reagents on the Galileo would generate results comparable to established 
reference methods. 

The performance of the Galileo for detection of IgG+IgM antilipid antibodies using 
the lmmucor Capture-S assay was equivalent to the reference method. 

o The detection rate for reactive samples was 98.4% as compared to a 
98.1% detection rate demonstrated by the reference method. 

o The detection rate for non-reactive samples was 99.9% as compared 
to a 99.1% detection rate demonstrated by the reference method 

Additionally, test results from the challenge samples show that the performance 
of the Galileo is reproducible. 

In conclusion, these studies demonstrate that the Galileo is an effective automated 
method for performing the lmmucor Capture-S in vitro diagnostic testing assay. 


